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RE: Docket No. 97N-4848
Dear Sirs:

| amwiting to respond to the proposed regulation that appeared
in the Septenber 30, 1999 issue of the Federal Register. |
strongly do not feel that the FDA should be regulating allograft
materiai as a "nedical device". This is certainly not within the
realm of inplants for which this particular legislation is

desi gned.

I currently use nmachined allograft bone dowels for interbody
fusions and have had excellent results doing so. AS you aré
aware, non-machined inplants have been used w thout regulation
for years, and have an excellent track record. The sinple fact
that machining this allograft material to better fit the patient,
does not alter the fact that this material utilizes is actua
bone and not an artificial "device'. Atering this regulation to
al | ow FDA oversight on this process, could very likely renove
from the market place machined allograft bone nmaterial which has
al ready been denonstrated to be a good inprovenent over the
previcusly used fusion materi al

| strongly feel this regulation should not be adopted as witten.

Singerely,
FGMj h
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A member of the Sisters of Mercy Health System-St. Louis
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